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-PROCEDURE -13.- EXPERIMENTATICY (% HUMAN SUBJECTS FOR INTELLIGENCE PURDOSES

A APPLICABILITY

This procedure applies to txperimentation on human subjects if such cAperi-
mentation is conducted by or on behalf of a DoD intelligence component.  This
procedure does not apply to exp-:iwentation on animal subjects.

. EXPLANATION OF UNDEFINED TEi3

ity involving human subjects that may eapose rfuch subjects to the possibility
ofépermaneut or temporary imjury (including physical or psyehological damage
and damage to the reputation of suwh persons) beyond the risks of Lajury to
which’spcb sub_ects are ordinarily ox;csed in their daily lives. -

e

1. Experimentation in this context means any research or testing activ-

2. Experimeuatation is candaited on behalf of a Dol 1ntelligence com-
penent 1f 1t as conductd unler vonlract to that component or to anosther Dol

component for the bhenetit of the {uteliijyence comporent or at the request of
such a componert regariless of 1he evistence of a contractusl relatinoship

3. Hewan subjects o thiz voviext includes any perzon whether or not

suck person is a United Stetes jperuon.

C. PROCEDVRES

1¢ Experieeatstion on huwana sul jects conducted by or on Lehalf of a Dod
intelligence compoueat way be undertaken oply with Uie dnformed . cunsentoofothe
§ubj¢akw iQJACQUFGaHLa«Hlib gulde.anesn . issued by Lhe DS@J[Lantngnﬂaathda&i
hisgan. Services, setting i couditions that ssfeguard Lhe Weliaro oingoh 6ud-
JALLS

20 Dol intelligence componout: a4y nol erngage in or contract for experie
mentation ou human subjects without approval of the Secretary or Deputy Secre-
tary of Defense, or the Secretary or Under Secretary of a Military bepartﬁﬂnt,
as appropriate. e

i Approved For Release 2000/08/08 : CIA-RDP96-00788R001500140004-8
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3ocence components to state and loewl Loy on.
oeement authorities only when lives are oo

o veteed and only pursiant to a request by i
s 4 of such authority., Buch rguests st oo
o caved by the Se-retary or Under Secreto:
Jhe Army. Under these clreumstances ey
j reonnel may be provided 1o sach ageney pre
Coed participation in law enforcemont nctir i
sfmited as follows
{1} Only pevsonnel with technical skilt
ot eenddy available to sueiy Inw enforeemen?
qthweities, which can Le wtilized (o Preveis
c'reor serious injury, nuan be peowided
(h) Drovision of =uek perscinel will 1.
anited Lo thut necessary fo prevent the doath
rorous injury that is threontened, bt in o
shalt such assistance be provided {or mer.
b2 hours

(¢) Such perzounct are net used to ar.
eed porsons whe are swenected of eons
dingn o who are abous to o eoiongt, aeri e,

(d) Use of such pers anel does 1ot vice

Vo tne Posee Comiiatus Act,
chy Euaergency assichrces I cnaergency
catieny, where lite bs vobang ocd, the regue
rooaredin A1) and (2} above may be o,
poeocnded that it ia reducesd 1o wrttine and sub
el to HQDA(DAME-CHOY withiv 72 hours
obeoe Ife i endangered, daabi as to the Jopral
cud opropriety of tho resvested wegistigne
dodes thds procedure should e resolved in fuvor

cooviding the asaistance,

oty Procedure 17, Acsigrunend of intelligence
vevsonnel to other agencics. a. Anplicabilify,
col reape, This proceduve applies fo the os.
“noocent of DA intelligence personnel to ol

tes within the federal wovernment. This
aeeduce dees not apply to--

VLY Assignment to state or Jocal pover..
sl corporations or other privaie orpaniza.
poal

21 Assignment Lo ahother agesey with b
e ceelligence comimunity whon et of .

wo ol the assignment 13 o pain CNTRPIe e
s tnewledge about the activitios of the ot
eyt (Reporting or vepart in this contevi

AR 38110

: CIARRP26:007:88R001500140004-8,

operation or peraonnel of an agency *that is not
av.ilable publiely.)

ho Policy. Mmployecs of Army inteiligence
corzponents who are assigned to work for sl
wuler the direction of another agerey of tha
federal government will conduct themselves
for the duration of their assignment as if they
were employees of thal agency. Any respenagi-
hilities: to provide information {o or services
for DA will he stated expressly and made g piart
o7 the terms of the assigrment,

e Proce lures.

(1} Aesipnment of emvloyees of Army in-
(ol penee components to other agencies within
il dederad government is governed by OO
Directive 700017, The memorandom of AgTOE.
ment concerning such assionnient and reguired
by rubsection D(6) (e) {1} of the Directive shall
meladp——

() Anidentifieation of the Arvy intel-
Hienee component from which the amploves
Les boeen nssimed vy DA,

() A statement delineating ihe om-
clored's responsibilities, it anv, for yeporting
ty Bre DA about mstiers thal come t¢ the e
pooved’s atiention while on as ignment outside
fhe Departnuent.

(2} Other than is permitied hy the terms
of the memoranduwn of auoreerqent pursuant io
Dol THreetve 1000.17, an empioyee of an Army
fvielligence componsnt on aagigniment to gne
other ageney of the federal government may not
report to any Army component the aperations
or bersonnel of the ageney to which the em-
ployee ig assipned.

(3) After vomplotion of an assigniment o
aroiher agency of the federal governmant and
retain to DA, an employee remaing under the
seane restrictions, wy to reporting, that applied
when the emiplovee was on guch agsignrnent.

-1 Procedure 18, Experimentation on Buman

subldects. a. Apylicadsility and Eeape,

(1) This procedure applics te exXp.Timern-
“ation on human sabjeets if sveh experinenta-
tion s condueted by or on behalf of an:’ Army
intelligence compouent. This procedare ¢ ses not
applyv to experimentation on animal subjucts,

=21
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& research, development, or reluted activii that
may expose an individual to the possibloy of
imjury (including phwsical, paycho.ogical, or
social injury) that increascs the ordinary risks
of daily life for the subject (nddading th ree-
ognized risks inherent in a chosen ovcupation

field of servire), or that {emporarids ad-
versely affects a person’s mental or physical
condition,

(3) Experimentztion is conducted “vn be-
half of” an Army intelligeuce component il it is
conducted under contract to that -rmpanent or
to another Army component for the honefit of
the intelligence component, or at the yoguaost of
such a component regardless of the existence
of a contractual ralationship,

{4) Humsan subjects in this context in-
rludes any person regardless of whaiher the
person qualifies as s US person.

U, Policy. Army intelligence comporenis may
cotiduct experimentation on human subjects
only when an important {o;eign intvllumm or
CI purpose is to be servad, only aftor the in-
formed consent of the subject hasg heen obinined
in writing, and only in accordance wilh guide-
Yines issued by the Deparvment of Hoolth and
Human Services sefting out conditions that
safeguard the welfare of the subjecis, and other
applicable ragulations,

o Procedure, Army intelligence comiponents
may not empzage i or coi‘ract for exyerimen-
tation on human suabjects without wrior ap.
proval of the Secrefury or Under Hovvetary of
the Army.

219, Procedure 319, Gpecial activities a. Ap-
plicability awd scope.

{1} Thig procedure applies to the conduet
and support of special activities by Ay tel-
ligence components. Thig provedure also applies
to other Army compouents that provide support
for apecial activities conducted by oD intel-
ligence componerts and other agencies within
the Intelligence Conmunily. These procedures
do not apply Lo-

(a) Diplematic or militery altiche ce-
tivities conducted by DO,

2-22

Appr'qvedaFmiRe;lea&e 2000/68/08. : €1A-RDP96-00Y 38R 00:t500:1:4000448tion of in.

15 February 1982

tellipence;

(¢) Any functions in support o»f the
collection and production intelligence; or

(«1) The conduct of special activities by
the military services in armed conflict or to
miiitary deception operations targeted, for widli-
tary purposes, against a hostile foreign pover,

(2) Conspiracy in this context has che

same meaning as in the eriminal law contoext
and requires an overt act. Neither the tvrm
“assassination” nor tha term “conspire” in.
clude militury or civilian messures against on-
going international terrorist activities (which
iz a defined term (cece glonsary) and should be
construed strictly), aiveraft hijackings, or in é
reaponse to danger of subatential physical havm
to any person., These lerms do not apply (o
actions cof the militury services in the exscu-
tion of lawfully ordered riilitary operations,

{3) Diplomatic and mivlary attachs acfiv- :
ities means the representational, information I
gathering, and reporting aclivities performed Y
by diplomatic and military aitache personnel {

abroad.

(4) Production of intcligencs means he &Y £l
procesy of developing “intzhigence products” $
which is a defined terwi. (soo glossary).

{h) Specianl activities m2en activities enmn. p
dncu,\d abroad in support of national forcign
policy oljectives that ave de+pned to further
official US programsy and pobcies abroad; hat
are planped and executed so t11a! the roiwe of the
United States Government is nat apparent, or
acknowledged publicly and functions in support
of such activities, but not including diplomatie
and military attache activities or the colleetion
and production of intelligeice or related sup.
port functions,

{6) Suppuort, when usad in this contex,
means the provision of zssistsnce in the forp *
of transportation, training, supplies, er: Upmegt J '
or expert personnel,

b. Policy. No Army intelligence componegly !
will participate in the conduct or support f §
special activities. No other Army componeyi
will provide support for special setivitics & angeph !
upon the specific direction of the %c*c,rt.tury o
Under Secretary of the Avmy and the § %L-I“staz; :

- -
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Boards, Cormissicns and Committees
HIGH PERFOMMANCE REVIEW PROCEDWRES

frring 1982 and 1983, in keepinn wich the US Army Intelligence ard Security
Cornand (INSCOM) goal of "extraordisary performance,” and seakiag to move the
cermand to a level which exceeds cormonly defined parameters of porformance,
Ve INSCOM conducted a study of hish parforming organizatlons and programs in
the public and private sectors. Scveral technologies, wanagement rechalques,

sinlng experlences and programs were ldentifled for further evaluation with
erect to thelr potential to coctribuze to the development of extraordinary
fucdividual and unit perrormance within rthe Command. This regulatica contains
1H7COM -policies and guldarnce for hat evaluation, establishes procadures Ffor
the use of INSCOM personnel as vo'anteers in evaluating aad Implereating high
performing human systems and prov ldes guldance for commanders and supervigors
in further {implementing and evaluvating those high performing “wunan gystems.
Surplementation of this repulatior Is permitted only after prior s;.proval has
been obtained from this Headquarte:s, ATTN: TASJA.
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Chapter 1
GENIRAL INTURMATION

f+.. Purpose. This reguiation containg INSCOM policies and guldance for the

cviluation and implementation of tigh performing human systems within the com~
mand . It =

a. Promulgates procedures aad guldance for the use of INSCOV persounel
42 volunteers 1In the evaluation of high performing luman systems;

b. Establishes and implemeuts a raview process which {8 conclstent with
AR 70=25;

¢+ Insures the continued evaluation of IN%CDM activities to assure that
the provisions of AR 70-25 are being followed;

d. ''Establishes procedures to obtain a health hazard assessment prior to
approving an INSCOM protocol 1issucd as required herein; and

e« Promulgates INSCOM polictes and procedures to assure that “NSCOM com-
priantg do not engage In or contract for experimentation on human subjacts in
viulation of Procedure 13, AR 381-10.

c=te Applicability. This regularion applies to all clements of the INSCOM.

t-3, PReferences.

a. AR 70-25, Use of Voluntecrs as Subjects of Rescarch.
b. AR 381-10, US army Intel!igence Activities.

¢. AR 70-31, Standards for Technical Reporting.

Scope.

a. Nothing in this repulaticn Ls intended to supersede requlrements for
health hazard or other safety rev.ecws roaquired by any other regulstions or di-
reccives,

b. The procecdures, policies and guidance contained i1 thils regulation
percain to the following:

(1) Behavioral studies, resesrch and/or testing involving human sub-
Jucts, regardless of whether conducred Ly INSCOM, a contractor, or cther agency
wtilizing INSCOM funcs.

(2)  Inclusior of human subjests, whether as the direct or indirect
b leet of research, regardless of rae level or risk fnvoived, 1n tha devclop-
ity testiag or stucy of marrers assccfated with the missions and functions of

rev

1-1
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the INSCOM, or the application of non-tradicional 1deas and technologies

achleving hizh performance of human resources.

(3) The investigation of programs r1d tecinclogles to enhance org: -
izational an@ individual excellence where sich investigation involves the |-~
2lusion of human subjects as thelr object.

Lt

i=5, PXEMELLDHH.

a. Recearch, testing and studles in wrich humin subjects are Involved n
one or more of the following categories are oncampt from thig regulation.

(I)‘ Bonafide activities under the sponsorship of another Departmen
of the Army componeat and involving surveys cr interviews whare all of the fc !~
lowing conditions exist:

(a) Responses are recorie¢ fu such a way that subjects canr.
be 1dentificd directly or indirectly.

(b) The subject's respouses, Lf they boecone known, would r -
place the subject at risk of criminal or o:oil 1iability or damage the g -
ject's finarclal or soclal standing or erpleyhllity.

(c) The activity does not ¢.ul wirch sensitive aspects of thn
subject's owu behavier, such as illegal conluc:, drug use, sexual behavior, -
use of alcohcl.

2]‘ Research which involves the uvse of educational tests, provio -

the data is rgcorded in such a way that th~ subjects cannot be {dentified

rectly or incirectl,.

(33

‘ Research In non-INSCOM educatliral settings which involve nors-:
educational

;tactices, such as -~
(a) Regular and special educitianal sirategles.,

|
{(b) The effectiveness or the comparison among technlques of i
struction, curricula, or classroom methods.

(4)‘ Follow-up debriefings, fntervicows, *ests, or evaluatlons to e
termine how well participants have learned the information or skills transmic
ted by trainﬂqg or instructional activizies provicusiy attended by the subjec.
thereof. ‘ ‘

b. Exemptions of other activities Frem rhig regulation, even where such
activities may‘be exempred from other s m{l r -egilatlons or directives, shal:
not be consiucred valtd for INSCOM purposes 1-less and until confirmed by the
TASCOM Human ?cchnnlogy Review Board as p--v.ribed elsewhere in this raguala-

tion.

1-2
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‘ Chapter 2

RESEONSIBILITIES

2-1. Approving offficials. The Commanding General, the Deputy Commander, In=-
t :lligence, and the Deputy Commander, Support, are the designated INSCOM ap-
proving officlals.  Only these ofticials may approve the use of human subjects

i research.
2-%. Commanders and Staff Flemeut leads. Commanders at all levels within the
1S C0M, heads of Headquarters stifr elenments, office chiefs and program direc-
*org (hevelnafter referred to only as commanders and staff element heads) arc
reeponsible within their respective functlional areas for --

a. Insuring that the provisions of thig regulation are inatizutionalized
Into thelr organtzational procedur-s and practices.

b. 'Insuring that no perscns engage in or contract for exparimentation
I=volving human sublects without =-he 2xpress approval of an INSCOM approving
y'itelal.

I-2.  INSCOM Human Technology Review Board (HTRB). The INSCOM HTRB is respon-
sible for --

1

a. Observing written vrocedures for the following:

(1) Inittal and continuing review of research, including the reports
o¢ findings and actlons to the investigator and the approving officlal.

(2) Deteruinaticn of those projects which must be =
{(a) Reviewed more often than anrually.

(b) Verified from sources other than the ianvestigators that no
«.v=rial changes have occurred since the previous HTRB review.

(3) Prompt reporting :o the HTRB of proposcd changes Iin the re-
rch, and to the UTRB and approving official of unexpected problers involving
©4s to the subjects or others.

b. Insuring that changes (1 approved projects (during the period for
viiizh approval has already been givzn) are not initiated without HTRB review,
cicept te ellminate {mmedfate hazar's to a subject.

¢. Reviewlng proposed prosocols at meetings attended by a majority of
roaers exeept when an expedited roview s used. For tte protocol to be ap=-
vroved, 1t will receive the approvit of a majority of those members ‘sresent.

d. Reporting te the €0 anv s5:rious or continuing nencompliance with HTRE
roculrements and determinations found by investlgators.

2-1
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e. Congucting a continuous review of r-search stadles at Intervals pro- ’
per to the degree o tisk, but not less tian u:ce per year., i
£. Insuring the observation by a :hir: parey of the consent process A :
each investljation, as apprepriate. %

g Re:pmmending safeguards or sp:cli  conditions to
such.recommenﬁations are made,
action:

a protocol. Whey
the approvia;, offfcial may take the followlin:

5

(1)‘ Not reduce the safeguards or readittons, and approve the prose -

col.

(2) Require additional safeguards.

(3)  Disapprove the protocol.

(4)i Refer the protocol to a Liigher echelon asproving authortity fo-

actlon and ruvfew.
2-4. Chairperson of the HTRB. The DCSPEH
ular menber of the AIRB and is responsible
the CG informned of HTLB activities,
HTRB regular mrmbers tc the CG.

is <2signated Chalrperson and a rog-
fer chairing HTRB meetings, keepln-
and roecormending approval/disapproval of

2-5. Execut ve Secretary of the HTRB. “he UCSPPM will designate a member o
his staff to Qe the Exzcutive Secretary of the HTEB. The Executive Secretir:
of the HTRB !: respunsible for --

a. In;uFing that the respoasibllitics +f the HTRB prescribed in ‘para-
graph 2-3 ar- carried out.

b. Pr:paring and distributing the cuonda far each meeting to all HTL:
nembers.

c. Ins1;ing that all HTRB members are . forded the crportunity to com-
ment on HTRB :ctlions conducted under expecited review procedures.

2-6. Rezular HTHB nembhership. The INSCO!M PESOPS, DCSPER, DCSSYS, SJA, Comma=
Chaplain and DARCOM LNC, are each respons{hie

for nominatioa of an {nd{vidu-.
to> serve as a regular member of the HTSEH. Nomlnees may be from thelr respec -

tive staffs, 5qbordinace command functioral ¢ unterpart sta’fs, or may be the
nominating element head. Nominatlons will be submitted t> the HTRB Chairperscu
(OCSPPM) for approval/disapproval by the CGC. HNominations may be by letter, DI
Ot message, and will contain the [aformation required by paragraph a, below.

a. Nominges will be 1identifled by name, carned Jegreec
and duties, ard experience, such as board cvrtificarions and
formation in :he nomination will »e conplate ecncuph
chief expected contriburions to HTRB reviews,

» current positic:
licenses. The {¢-
to describe each member';

2-2
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b. Nominees will normalle be mllitary offlicers ia the grade of 0~5, or
crove, or civilian employezs, GS~13 or sbove. Nominees willl have diverse hack-
srounds to insure thorough reviaw of research studles involving human volun~-
teers as research Jubjects.  Nomdaees should be of wvarled racial and cultural
vackgrounds. Nominees should hive displayed sensitivity to such Issues as con-
munlty attitudes, aad respect for advice and counsel and for the rights and
welfare of human sutjects.

¢. Confirmed nominecs will scerve as HTRB members for an indefinite term,
¢1d will be expezted to have final authority to speak on behalf of thelr activ-
Tty

s=7s  Ex officio MI®B membership. The incunbents of the follawlug posftlors
w111l serve as ex officlo, non-voling members of the HTRB:

a. Chief, CENTEX.

b., “ Command Fsycholowist,

¢. Chief, Human Technology Gfflce.
d. Chief, Publle Affairs Cfiice.

“-3.  Ad hoc HTRB membership. The following will gserve as ad hoc members of
thva INSCOM HTIRB:

2. The Stuff Advisor for Scieatific and Cryptologic Affairs.

b. A phystcian, as approved by an INSCOM approving official (para 2-1).
ihysiclan nominees for ad hac memburship will be provided as requested by the
Chalrperson.

2oy, Principal {rvestigator. The principal investigator for each project
covered by this regulation s respconsible for =--

a. Maintaining adequate records on the following:

(1) Receipt, storage, +ne and disposition of all investiratioral ma-
terials and devices.

(2) Case historles tha® racord all cbservations and ottsr data lm-
postant to the study.

(3) Voluuteer agreement docunents.

b. Preparing progress repuris, “ncluding annual reports, as determined

v

by the approving authoricy and the [N3COM HTRB. .
¢+ Promptly rotitylug the approving authority, through the TISCOM HTREB,
2 any adverse effects vcaused by the rescarch.
2-3
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d. Inspring that the research has beuen approvad by the proper authoricw
and the INSCOM HTR2 before starting, changing or extending a study.

e. In:uring that all subiects, includiny those used as controls or th-'!
representatif%s, are fully informed of the nuture of the research to inclu -
potential rl:xs to the subject.

f. Insuring that investigational naterials and devices are administerc:
only to subj:octs under his or her personal sup.rvislon and that of a previously
approved asscélate investigator.

g -Insqring that volunteer recrulting tcams are briefed as to the nature
of the research and the ethical principles in thls and related regulations.

2-10. Members of volunteer recruiting teams. Hembers of volunteer recrufting
t2ams are responsible for —-

a. Establishing volunteer requircmen:s prior to recruitment.

b. Und%rtaking recruiting in a worally, ethically and legally acceptab -
MANNET .« :

1
2-11. Medical monitor. The medical moritor . each project 13 responsible f«
and 1s hereby delepated the authority o te : :ite the effor: {f =

a. Subjects are at risk of 11fs or 1i-

b. It appears the risk 1is signiiicant!v greater than anticlpated at it
time of review and approval of the project. o

2-4
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Chapter 3
POLICIES
~l.  Genmeral. Experinentatfon !asolving human technolegy or human subject:
ndacted by or on behalf of any .NSCOM component may be undertaken only with
informed consent of the subic i, and in rerordance with guidalines {asued
v the Department o7 Heal:h and {uan Fervices {DHHSY, setting out cornditions

vt safeguard the welfara ~f sucl <ubisats. The provisliong of tnis regulatior

crstitute INSCOM implementation ¢ these guidelines.

T Approval. INSCOM ccuponents nmay not enpage in or contract any research

tegtinb lnvolvi-o human suniects wirhoart advance approval throuzh the INSCOF
B by an INSCOM approving offtci ", ar hlgher level off! telial, whare appropri-

r
“2. This approval (s reguired regordlzss of the degree of risk involved.

~3. Risk determinations. The INSUOM HTRB will render all risk dererminations

sardliag INSCOM rescarch or CEbliLQ irnvolving human subiecty.
& 2 -

is sus tenefit. The doerse of potential ris™ involved {n any pro-
1t will never exccoed the uxpectesd ronefits of that effort,

‘5« Moral, ethical and lesal concents. The moral, ethlical and lega2l concepts

the use of human subjects will ‘e fonilowed as ourlined ir this regulatlon.
luntary consent of each human subjec: {3 essantial. Milivary porsonnel are
T subject to the Uniform Zode of dlitary Justlce (UCMJ) for choeslag not to

w2 part as human sabjects.

Fully informed subjects. Only persons who are fully informed and wvolun=-
to take part may be uvsod as hunan subjects in INSCOM recearch and tegrolng
)vitteq.

i Use of nor~US citizens. Kesezrch nay he conducted outgide the 1S that
toolves non-US citizens; however, all requirements of this regulatlon applic-

¢
H

‘e to human subjects shall be eyually applicable to non-US citizen humau sub-
LS.

Use of prisoncsre of war and di-tatnces.  The use of prisoners o»f war and
wiinees as human research subjecrs Ls prohibited.

Ldiﬂal care. Volunteers will bz authorized all necessary nedleal care

ey ¢njury or disease that is the proximate result of taking part :n pproved

1

“-.1. Physical and sental sufferi-
raner as to avold unaecessary ph

oCOM research or testing activitics.

LGe Stated objectives. ach project will te designed to achleve its srated
oi-jectives. The proposed noaber of sublects will be the ninimun needed to in-

-,

v2 that statistically slpnificant resalis are ohtalnoed.

Pach picject will ko conductsd {n such &
sical and mental suffering. Prepariations

3-1
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will be made and adequate facllities provided to protect the subject and i

vestigators agalnst all foresecable injurics, disabi lities, or death. A pr:

lect will not be conducted 1f any reasoa exisats to believe that death or injur:
wiil reault.‘ The degree of potential rick will never exceed the expected bhen -

fits of the project.

3~12, Qualifications of investijators. Only persons judged quallfied by -
appropriate approving authority will concust Human subject c:udles. The phys -

cian respons {ble for the health and welfare of the subject may or may not
the priﬁ;ipal irvestigator. The physiciun i authorized to stop the project
any time he or she believes that injury, disabllity or deatt may result.

3-13. Minorg. Minors may not be involved 3 humar research subjects withont

advance approval in each case by the INSC Ot HIEB.

3=14. Recruiting of volunteers. Volunteer reculting will be accomplished
personnel responsible for the conduct o! the particular project, or as othe

wise specifically approved by the INSCOM HTHT,

3=15. Protocol puidance.

a. Each approved protocol will be re:tewed ar least annually and on

1

continuing b13is ag determined bty the INSC(™{ HTRB. Annually means once ea: ™

12-ponth period.

b. The decision as to whather a rescucch protocel involves more t
ninimal risk shall bde made by the INSCOM HLRL.

C. The research protocol will be prepared in accordance with the ¢ --
structlons contained at appendix B.
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Chapter 4
PROCEDURAL GUIDANCE
4~1. TechiAical reports. Technical reports will be prepared as prescribed 'n

AR 70-31 and follow the format of MIL~-STD-847A. When applicable, these reporcts
will contain the following statement:

For the protection cof human subjects, the
investigators have adhered to the policies
of 4R 70-25 concerning the use of volunteers
as research subjects.

4-2. Advising the Medical Research and Development Command. Two coples of
technical reports of study will be forwarded to Lhe Commander, US Army Medlical
Rusearch and Development Command, ATTN: SGRD-HR, Tort Detrick, Frederick,
Maryland 21701. When HQDA approval, or higher, 1s required, {nformaticn
coples of material forwarded for approval will also be furnished to the office
above., These will {nclude as a minimum, two copies of the protocol, a copy of
the volunteer agreement and all minutes of INSCOM HTRB meetings reviewing the
proposed project.

4-3, Informed consenz. Subjects will be given adequate time %o revliew and un-
deretand all informa:{on before agreelng to take part in a project. The volur-
teer agreement documents will be wrlitten in langurage that is easily understocd
by the subject. The documents listed belcw will be discussed with each subject
before his or her acceptance.

4+ The Volunteer Agreement (appendix C).
b. The Explanation Portilon of the Volunteer Agreement (appendix D).

bt Minimum standards. The laws, customs and practices of the country in
which the research is conducted will take precedence over procedures requireld
by this regulation, where applicahle. The project must mect the sarne stardarcds
of ethles and safety, however, that apply within the US {nvolving US citlzens.
When standards vary, the more stringent will apply. A mintmum age of 18 {s re-
quired for US citlzens taking par~ In vesearch conducted souttside the U3, ve-
gardless of the laws of the country iu which the effort is being undertaken.

4-5. More than minimal risk. When (& has been determined that the risk {n a
human subjects study {s more than ninfwal, then advance approval 1s requl-ad
through HQRA (DAMI-CI) by the Secretarvy or tUnder Secrutary of rhe Army. Ia ad-
ditien, a medical monitor shall be recomveaded by the INSCOM HTRE ard approved
bv the CG.

b6, Contractors or vendors, Contractors or vendors halding approved DS
assurance of complliance shall be considered in compilance with this regulation.
Tn the absence of such an assuraice, 1 special assurance wlll he negotfat.|

4=1
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with the con[ractor or vendor. In all -sses, however, the INSCOM HIRB must apL
prove the IN%COM participation in or utilizitlion of such contractors or ven-

dovrs.

4~7. Reques.3 for 2xceptions. Requests for exceptions to this regulation will
be submitted to the INSCCM HIRB Chairpecrson (DCSPPM) with full justification.
t-8. Fxpedited review categories. Catogories which may be processed 1njthe
expedited reylew procedures are as follows:

|
8. ReFording of data from subjects who are 18 years of age or older,

vslng non-inyasive procedures routirely employed in clinical practice. This

category doeF not Include exposure to =lectromagnetic radlaticon outslde the
visitle rang2 (e.g., X-rays, afcrowaves). It does 1include =-

(1 The use of physical sensors that are applied either to the sur-
face of the 5ady or ar a distance and dv not involve {fnput of matter or signif-
fcant amounts of energy into the subject or an invasion of the subject's pri-
viey.

(2) Such procedures as --

{(a) Weighing.

(b) Electrocardlography.

(2) Electroencephalography.

(d) Thermography.

(e) Detection of naturally occurring radloac:zivity.
(£ Diagnostic echography.

(g) Electroretinography.

b. Volce recorcings made for research purposes such as investigations of
speech defects, {mprovement in language utilization, etc.

¢, Moderate exercise of healrhy volunteers.

d. Stuydy of existing data, doc.ments, records, pathological specimens,
vr diagnostic spocimens.

e. Minor chang:s In previously approved recearch during the perfod for
~hizh approval has %een authorized.

4=9. Expedited review procedures. Biider an expedited review procedure, tho

HTRB Chairpeason, or cre or more HIRE revicwors desicnated by the chalrperson,
may carry out the review. These revicwers may exercise all of the authorities

b7
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o the HTRB except that of disapproval, which may only be exercisad as pre-
scribed elsewhere in this regulat!-.n.

. a@. When the expedited review procedure i3 used, the reviewers will fur-
R}Hﬂ complete coples of all thelr .c:lons and related materials {e.1., research
p.in, protocol, etc.) to all other uuembers of the HTRB. The HTRE Chafirperson
w111l submit a written repor: of <. -cdited review actlons to the CG within ten
worklng days of approval action.

b. An expedited review prccedure may be restricted or suspended to pro-

Lfct the rights or welfare of subjects at any time based upcn elther direction
woan approving offizial or request by any member of the }ITRH.

A3
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Chapter 5
INSCOM HUMAN TECIRNMOI0GY REVIEW BOARD ACTIVITIES

.-« Compositlon of the HIRB. .fz2zhership In the TNSCOM HIRB will con«ilst of
<o chal{rperson; at least six ot".r regular members, apprinted by the CG frou
~wnag the nominaticns subaitted in scenrdance with pacagraph 2-6 aad 2-8,
‘-ve, or from other sources; an <xecutlve secretary; and such nther ex officio
one ad hoc wembers as prascribed fn chapter 2, above. One regular member will
he not affilfated with the INSGUU and not part of the tmmediate family of o
covson affiliated with the IN3COM.

¢

-%, Ceneral eriteria for memberchip. At least one member of the YTRB will be
from a profession/positionfactivlfngflmarily concerned with the welfare of hu-
min persons. At least or> member will be non-sclentific, such &s a lawyer,
sthicist or member of the clergy. <THE INSCOM HTRB may invite persoas with spe-
clal rcompetence to assist in the review of complex issues that require exper-
rise beyond that available on the iTEB. These persons normally will not vonte,
.nless he or she 1s serviag as the non-INSCOM member of the HIRB.

5-3., General commi:itee activitiec. Each regular and ad hoc comnittee member
shall have one equal vote, and the entice committee wlll be vested with the 1e-
coonsibility to determine if a prosesed activity is acceptabla. Azceptability
wiil be fin terms of Army Medical [uparcment (AMEDD) commitments and regula=~
ttons, applicable law, standards c{ conduct and practlee, and with full consgid-
eratlon for the particularly sensi:ive nature of the INSCOM's role as an iIntel-
tivence component .

a. At least five voilng memvers will be required to conguitute a quorum
2% rach committee meetling.

h. All actions of the committes will be by majority vote of mnembers

prrgent.

.~ Avoiding possible conflicts ol {nserast.

a. Exeept to provide inforz.riconr requested by the HTRB, 0o INSCOM HIRB
_oaber may take part i a review of aay project which 1s sponsored oy that nem-
Lor's organization or office of esployment or assignment, or fa whizh theve may
sutrerwise be a conflict or appeararce of a conflict of Interest.

b. The {intended approving off.cial may not be a member of the HTRE. The
approving official may not approve research for which he or she fs also a pria-
=174l or associate f{nvestigator. & higher echelon of command must review and
zuprove such projects.

5. Criterla for TINSCO4 HTRB approval. -

a. In evaluating the rlsks and beneflcs for projects under considera-
~ion, the INSCOM HTRB should considar only those that wmay result from that

3--1
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particulur project, unlass a clear li{pc e has hopn established to other
jects.

b, To approve an effort covered L thig regulation, the INSCOM HT:t o
determinq’that all of the requirements belsw are met.

(1) Risks to subjects are rin mized by using procedures that o -

} (a) Consistent with round investigation design and do no:
essarily expose subjects to risk.
|

| (b) Already being used on gubjects for dlagnosis or tre-. -«
when appropriate.

(2) Risks to Subjects are reasasable in relation to —-—
(a) Anticipated benefit:, :f any, to the subjects.

(b) The importance of cl.o knowledge that may be exper-od
result,

(3) In making an assessment for the sclection of subjects, tha =pc
gor has adequately consldered -~ ‘

(a) The purpose of thre rvestigation.

(b) The settiag in whic: tne research Investigation will te ¢
ductedv

(4) Informed conse~t will he aecured from each subject.
(3) Informed couseat will he properly documonted.

() The protocol takes alequite provisions ‘or monitaring th: d
collected to insure the safety of the subi.cts.

(7) Adequate provisions exiat 1o protect the privacy of subje
to maintain the confidentializy of duta when aporapriate.

5=6. Sp:cial considerations of sensitivicy.  Some or all of the subjects v

vulnerable to special considecations of suisitivity hecause of past assiyr ot
affiliations, ete. In such cases, additlonal safepuards will be dncler -

protect the rights and welfare of thes. subfornts. I1 no {instance wiil! !
INSCOM be a party 2o aay research which involves the use of persons with ..o
or severe physical or mental 11llness, =7 those who are economically or oduc
tionally disadvantaged.

5=7. Suspeaslon or ternlnation of a pr.ives .

a. The [NSCOM will suspend or terminate a project that -—-

o -
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i (1) 1s not teing conducted azcording to the HTRB's requlrements. :
(2) Has beea assocfated with unexpected harm to the subjects.

b. Suspensicrs or termination: of a project will Include a statement of

¢t reasons for the HTRB's actior, and will be reported withinm 24 hours to the ;
principal investigator and the apyroving offictal.

e e Pl

&+ Records.
a. The HTRB exe-sutive secretary will prepare and maintain adzquate docu- ‘
sonts on HTRB activities, including - :

(1) Copiles of all pruososale reviewed, sclentific evaluations that
accompany the proposais, approved sarole consent docum2nbs, progress reports
sunmitted by investigators, and reports of injuries and edverse reactloans.

(2) Miautes of HTRB me-tings showing attendance; actlcns taken by
tae INSCOM HTRB: tre wote of the e actions, includiug the number of members
voting for, agalinst, and abstaininy a dectsion; the basis for requliring changes
or disapproving s project; aud a vrittea summary of the discussion of contro-
verced {ssues and th2ir resolutloes.

(3) GRecords of conrioulnay veviow activitles.

{4y Copiss of all correspondance between the HTRB and project Ilnves-
Itorsg,

(5) A curcent list of UT2B nembers. Members will be [dentifled by

2, earned degrees, .eprasentarive capacity and experience, such as board

corpifications and liceanses. The information will be complete enough to desg-

~t%a each member's chief expected coniributions to HTREB reviews. Any cnploy-
2ot or other relatiarship between mexbers and the INSCOM will be aoted.

(6) Written procodure:, Including agendas, ewpedited reoview proce-
“Lves, ete., for the HIRB.
? 4

(7Y Statements oy sipnif.cant new fiadings.
b. The records required by thls regulatlon -will be retained permanently
inier AR 340-18-13. Such records will be reasconably accessible for inspection

svwe copylng by authorized DA perscinel and representatives of the Faderal Tood
~ns Drug Administration.

5-3
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APPENDIX A
TERMS 42'C ABBREVIATIONS
Section I ~ Terme
&~1. Approving official. The IK5C0M Commanding Ceneral, Deouty Co-mander, In-

telligence, Deputy Commander, Sunvort, or higher level official, who has been
d.legated authority to approve the us: of human subjects in researcn.

A-1. Associate investipator. A nerscn who may be deeply involved in the exe-
curlon of research but does not have overall primary responsibillty.

A~3. Consent. Tha lepally effecillve agreement €O take part a3 a human sub-
joct. The agreement may pertain Lo one's own participation or be ia behalf of
another person. Three terms asscelated with this meaning that dis:cingulsh be~
tween the legal valldity cf suclh: agreements ‘are subject counsent, permissior,
and assent. These terms are defincd below.

a. Subject sonsent. Agreement by an adult person who has dutenomous
legal capacity to consent to taking part as a human subject. This form of con-
gent petrtains only t> adults whc have not lost their legal cupacity to consent.

b. Permission. Agreement ty 3 "legally authorized representative” for
« taking part as a human subject of another person who does not pogsess sutono—
© ruu3 legal capacity to conseat in his or her own behalf. A legally authorized

ropresentative is a person or Jjudicial body anthorized under applicable law to

srant permission (alsen known as third-party consent).

c. Agsent. T=2 affirmative agrecment to take part as a human sublact by
s person not possessing autonomouvs legsl capacity to consent in his or ter own
wenalf, but who 1is capable of understanding what is proposed and able to ex-~
sress an opinion as ro willingness to particlpate. Assent 18 cercurrence In
whit 1s proposed, but is not a sabstitute for subject consent beczuse, unlike
~sngent, assent has o legal efferc.

A4, Experimentation. ny resesrch or testing actlvity involving human sub=
jucts that may expose such subjects to the possibility of permanent or tempor—
ary injury (including physical or piychological damage and damage to the repu-
¢ .tion of such persons) beyond the tisks of injury to which such subjects are
ordinarily exposed in their daily lives. '

A-5. FExpedited review procedures. Thos2 procedures used In vesearch involving
no nore than minimal risk and thos: usel for minor changes in approved investil=
gscions. These procedures ninimiz: time required for review.

A=v.  Health care practitioner. An irdividual trained to interact with pa-
viears to provide diagnostic or treatment procedures within established profes—
si9nal standards.

A-1
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A<7. Human subiect. Any person, whether o aot such persen is a US citizen
about whom‘ﬁﬁ Invegrigator conducting rescarch testing or s=zudies obtalns da::
through intg:action with that person. dotn riiysical procedures and manfpula-
tions of the subject or the subject's envirarmont are included. Human subjec: s
zay be thoqght of as direct objects when the research ig to determine the ef -
fects of a new system on man (for examplae, tho psychological effects of a par-
ticular inteccogation technique on an Indivi¢u 1) or as {ndireet objects when
test is conducted to determine how man affact3 the ultimate performance of a
system (doct:line, concepts, trailning propranc). ‘

Y

A-8. Human Technology Review Board (HT3B). A body set up to provide Inftlal
and continu#ng review of research invol&fﬁg tie use of human subjects. HT<®
fulfille all the functlons of a human u«e comnittee as described in AR 70-7..
It is fundam:ntally similar to an Institucisral Review Board (IRB) discussed {
guldelines }ssued by the DHMHS for human research, hut has somewhat differo: -
authority as coaparaed to an IRB. Within DUT, authority to approve the use i
human subjec.s in research 1s vested 1iq comacaders.  In the INSCOM 1t {3 ves:..
ia the CG, ind has been delegated to the LCG-T and DCG-S for matters un'- -
their respective functional control. Approving officials act on recommend.
tions of valldly constituted HTRLg. Outside DOD, IRB3 tend to be vested wi' .
this authori:y. ' ‘

H

4=%. Llegally authorized representative. A parson or judictal or other body
authorized under applicable law to consent on behall of a prospective subje
to the subje-t taking part in the procedures {:ivolved In the research.

A-10. Medicpl monitor. This person 15 a riiftary or Department of the Arw.
civilian physician who 13 responsible for ohserving human subjects during ti..o
conduct of rcosearch. -

A-=l1l. Minimal risk. When used in the contexi of tnis regulation, this mea--
that the risks of harm anticipated in the praposed research are not greater,
considering probabllity and magnitude, than rhose ordinari{ly encountered I{n
daily life or during the performance of routine phystical or psychological exam-—
inations or tests. 1

£-12. Principal investigator. A person, regardless of titla, wﬁo is primari!-

rasponsible for the actual execution of the research.

A~-13, Protegol. The written, detailed plan by which research 1g to be co
dacted. The plan contains, as a ninimum, dfszusgion of --

as. The objectives of the project.

b. The information to be collected,

¢. The means by which {t w!ll be colivived and evaluated.

d. An assessment of poteuntial risks and heneits to subjects.

A-2

Approved For Release 2000/08/08 : CIA-RDP96-00788R001500140004-8




Y

-' Abproved For Release 2000/08/08 : CIA-RDP96-00788R001500140004-8

24 JFebruary 1984 USAINSCOM Regalation 15-7
e, Safety measures.
f. Other meaas to be used tu raduce the risks to subjects.

A-'4. Research. A systematie iInvestigation designed to develop av contribute
to gené?gfuﬁﬁsaledge concerulng military or intelligence problems. The terw
dues not include indlividual or group zratning of personnel such as combat read-
firesg, effectiveness, proficlency or Fitness exercises. This definition is
‘w.ique to this regulation and is rot lntended to identify an effort for funding
nlhwier appropriations intended for Xesaarch, Development, Test anc¢ Evaluation
CLOTEY. "Research” 1{a the sens: applied in thig regulation will be Ffunded
coording to the project, effort, =tc., to which 1t applies.

St Research and development. Any sclentific inquiry, Invest!ization, or

vildation performed or girected tc test hypotheses or develop ccrceprs con-

coradng physical or blologleal principals or laws. Research 43 a tiz jor explor-

aiion of “the unknown and conrains unpradictable elements. Develepront ,usually
conflned to the qualification or olaboration of known principals.

=ih. Systematic fnvestipution. A formal Inquiry generally described in a
protocol that sets forth expliclt ooctectives and formal procedures desligned to
reich those objectives. Th: ter: includes clinical Investization:, but does
act include post-trainisg cr post-rherapautic ingquirfes intended orly to evalu-
are dndividual progress or responsiviencess to trainlapg or therapy,

foi7+ Test and cvaluatfon. An offert or agssessment to. valldate proposed or

celisting standards or concepts of porrformance, elther of humans or ¢f macerial.

4#-13.  Test particirants., Humans ‘ircctly {nvolvad in zest and evaluatlons,
but who are not therselves the dirsct abject of such acrivities. Generally,
test partleipants are not regardec as recelving any direct benefits as a result
of thelr participstion in the test (fer example, a new doctrine uvr training
coveept).

AT
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- Abhresfations

Denart-ont of the Arrer Assistant
Chief o! Staff, Intelligence

Army Mo2lilcal Dapartment

J5 Army Research Institute for the

Behavioral and Social Sciences
The TH3COM Center for Excellence
Code of Federal Regulations
Department of the Armv

US Army Materiel Development and
Regeourah Comnand

The INSCOM Deputy Chief of Staff for
Pergomi:l

The TNSCOM Deputy Chicf of Staff
for ¥lans, Proarams ard Modernization

Th: T30 Daputy Chivf of Staff
for Cpuvacions .

|
Ceparteat of flealth ond Human Service-

Tho INSIOM High Performance Task
Force «no longer constituted)

The INSCOHM Human Techrology Review Boar !

Us arn
Commean!

lutelligerce and Security

Malor Army comnand
The INSCOM S:a’f Judge Advocate
The Surgeon Ceteral of the Arny

Unlted rates
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AFPINDLN B

FORMAT FOR PREPARATION OF A RESEALCH PROTOCOL

Section I
CENERAL INFORMATIONW
1. Project title. {(Enter coaplete project title ~ 1f thig {3 an amendnent vs

en existing project, ldentify by Indicating "Amendment No._ to" immediatc'y
preceding the title).

2. Investigators.

a, Princlpal investigator. (Enter full name, rank, title, organizairion
and telephone number).

b."  Assoclate investigators. (Identify all assocliare {investlgators and
area of the project for which ecach 1is responsible. 1Include full name, rank,
title, organization aud telephone mumber for each).

3. Location of the project. (Identify all locations at which the project wiil

te carried out and speclfy which portloss will be done at cach location and who
1s the polut of contact at each locatica. TInclude telephone number for POC}.

4., Period covered by the prciect. [Glve menth and year of expscted start a:d
completion dates). :

Sectloa 11
THTRCDUCTICN
5. Synopsis.

a. (Eater a short, one-pagz or cae-parapgraph, summary of the proposed ypro-
Ject, similar to the abutract of a sclentlfle papar).

b. (Eater a 1lizt and brief description of safety measurves for human sul-
Jects imvolved in th2 project).

6. Medlcal applicatiorn. (Explain briefly the medical {mpartance, including
psychological considerations, and possible usefulness of the jroject).

7. Objecrives. (State brlefly but specifically the objectives of the gpre-
ject. Include {tems below, where applleablo).

a. Study design. (Double~bllad, crossover, etc.).

B-1
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b T&chwologies to _be employed. (List tte generic technologles te be em-
pluyed in the project).

Co Iype'of populstion dinveolvei. (List the subject population to be ob-
cerved). ‘

“« Status. (State whaz %as becn acconplished or published {in the propose?
A _ !
‘res of study and descrite how thils projret will relate to, differ f{rom and/or
advance that which has already been acconplished).
i !
9. Blbliography. <List all references usad in preparing the protocol).
1 - i

10, AUthﬁELEZ' (Clre the gnecific authority for the INSCOM to engagze In this
prosect.  Iadicate date of approval, and If not yet approved, indicate specifiz
approval authority needed fou this proje:t.  Identify any FOC In approval au-

thorlty's organization with whem coordinstion has been effecred,
Sectlon 11X

PROTOCOL PLAN

i1, Cenerhl appcoach.

a. (OPtline expecred accomplishrients fn sufficlent detail to show a clear
tourse of action).

b (fnclude discussion of the tezhuolspical valldity of the proposed ro-~
search procedures). :

¢ (List the chronologlcal steps to be taken).

12, Project subjects. {(Give as a minimaq the trformation below).

4. Number of subjects. (Indlcate the total number of subjects expected 1o
complete the study).

be. ‘Age_ranggj
Ce. Sex.

d. Inclusion criteria. (State speciiie ard detailed reasons for inclusion
of subjects by class, or individually, as apprepriate).

e. Diagnostic criteria for entry,

-

f. Evaluatrions before entry.  (Iaclule any physical or psychological axan -
lratfons, medical history, etc., whizhk {8 to be done on each subject hafeor.:
entry Into the project).

h=2 ‘
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g. FExclusion criteria. (Inctade a complete 1list detailing thte subjects,
discases, medicattons, ecvc., which —onstitute the criterias for excluslon from
the project).

l1e Source of subjects. {Dosnribe briefly where sobjects will be ob-
ned).

1+ Subject identification. (Describe code gystem, if any, which will be

veod in the project).

4. Subject assessment. (Describe the methods used to assign or allocate
i objoet of this researcn to particular subjects).

k. Risks and btenefits. (Diccuss the analysis of cisks and benefits to
el Jects and to thoso conducting th: rvesearch).

1. Minimization of risks. (Dlscuss the precputions to be taksn to mini-
wize or eliminate ricks to subjects and those conduutin? the research).

m. Corrective actions. (Describe hypothesized adverse reactions and cor-
rective actions expected to be taven 1f such adverse reactions occur).

n. Speclal eauipment. (Des:ribe any special nedical or nursing care or
equipment needed for subjects admitccd to the project).

2. Project technoluogles.

as (State the complete name sl cdescription o¢f all taechnologles to bhe
vzed, dncluding procedures for ther apnplication).

9. (Identify the source of =10 technologies and related itens, devices,
ey, List all coaponents and manufacturing and quality control plans/
oy

seedures, where oprlicable).

2« {(Ydentify the methodslogy for applicativn, 1f different from procedures
d-scribed above).

d. (State the schedule, aduwicistration and duration of each aspect of the

»

2e  (Deszcribe In detail zccompanylag devices amd their Intended use. Iden—-
* 7y whether these uave classifled 35 nedical devices and wheathar the medical
dovices amendment to the Federal Food, Drug and Cosmetic Act applies).

£, (Discuss labeling to madical dovices, where applicable).

L. Evaluations wmad. durin, 3nd following the projest, {A project schemarin
mey be included, or che 1tn“1 mav e listed as indlcate:d bhelow. In efther
cone, 1t s lmpertant to ldestify (he person whe will perform each evaluatinn).
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a. Spétimens to be collected.
l <
(1} Schednle of ccllections.
%

\
(2) Evaluations tc be made on speciuinsg.

(3) Storage. (If applicable, stav. where and if special conditicn:
are require..) ;

(4) Labeling and disposition.

{(5) Laboratories jerforamlng evalu.tivns.

(6) Special precautions.

b. Cliiical/behavioral assessments. (luclude how adverse effects are
be recocded .

es Vitul signs. (State when desired and the frequency}.

T....._.._.........

d. Fol. cw—up procedures.

|
e, Dis&osition of data. (State locaticn and duration of storage. TInclvlis
pertinent 1 formation regasding Privacy A:t ind AR 381-10 considerations, '
applicabdle). ‘

f. Methods used for data collectior. (“rate critlcal measurements used .-
end points to characterize safety, efflcacy c¢r equivalency). -

15. Departure from protocol for individual subjects.

a. When allowed. (Use flexible, but definite criteria. 1If none is to he
allowed, so state). v

b. Who will be notified. (Include both those regarding the individent
gubject, if %ppropriate, and those elsewhere within the INSCOM. Must notify ..

“east the HTRB).

16. Adverse reacttons. (Must courrelate with paragraph llim, above).

a. Definition of subject reactions. ‘ l

b. Immediate reporting procedures. ; i
¢+ Routine reporting procedures. I
d. Potential post-project alversc veactisas.

1

|
1

| B~

Approved For Release 2000/08/08 : CIA-RDP96-00788R001500140004-8



v Y

Approved For Release 2000/08/08 : CIA-RDP96-00788R001500140004-8
14 Febrpary 1984 USATNSCOM Regulation 15-3
Sectlon 1V
ADALNTSTRATION

D Modification of protacol. Degseribe the procedure to be followed to
d1fy, termlnate or extend the prutocol).

"5 Disposition of unused projec: warterial. (Give a statement pertaining to
cunposition of unusad project matovial and devices, if applicable).

R Publications and reportg. (Describe use, including potent!al restric-
ttons, of informat on and publlcarisns and reports arising from the project).

20 Funding. (Identlify source of runds and any sgpecial or unusuel funding fu-
rilcations).

2%, Medfcal monitor. (State the name and telephone number of medizal wonitor,

vten applicable).

4. Protocol reviaw. (Identify rke lLuman use committee or institutional ro-—

view board which will provide inl:izl, continued and annua! review of this pro-
T l) «

{rignature)

(hame, rank and arginization of prson subaltoing protocol)
Tilenature)
iame, rank and orgenfzation of ~rincipal invegtigatoer)
tCipnature) ‘
ttaee, rank and orpiunlzatlon of apnroving of ficial)
Artachments
a4 -~ Proposed Voluntezer Agreement
I = Proposed Explanaticn Portlon «f the Volunteer Agreenent
@ = Revlew of Scilentific and Human Research Issues (if applicable)
© -~ Blographic Sketch of principal and assoclate investigators

B-5
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APPINDIX C
VOLUYTEEK AGREEMENT
Part A
1, , having attained ny elghteenth

(13¢h) birthday, and othervise n.ving full capacity to consent, do hereby vol-
‘wieer to participate in s luvestigation study entitled:

- 7y e s

: anJ
- s ” ) ’
cuter the directioa of

B v

— J—— w“ [ ———

The dmplicatious of wy volunt»ry partlcipation; the nature, duration and
sarpose, and the mechods and neans by whilch it 1s to be conducied; and the in-
“ouveniences and hizards to be expevzad have been thoroughly explalhad to me by
e , and are set forth in ¥ert B of this
fyreement, which T have sigaed. [ i7ve been gfven the opportunicy :o ask ques-
tfong concerning this lavestigative study, and anv such quegtion: hava bteecu
inswered to my full and comnlete 37t isfaction.

I understand that I way at any tlme during the course of this finveutigative
Zi.dy revoke my consent, and witbdraw frem the study without pre adice; how-
2ver, 1T may be reculrsd to underjo certain further exaninations, (f, in the
opinton of competent authorlty, sich examinaticns are necessary {ci- my health
“r well belng.

Signature h ' Date

Witness's Jiguature Dete

Ol
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APPENDIX D
VOLUNTEER AGREEMENT
Part B
Explanation Portiown of the Voluntecr Agreement

1. Project tlitle. (The title of :he project and the place where It is to he
ennducted).

2. Principal investigator. {(Must agree with the protocol).

3. Discussion. (A statemopnt that the study Involves research. An explanation
¢7 the purpose of the studv and the expected duration of the subjecr's partici-
vation. A description of the procadures to be followed. An identification of
any experimental procedures. A statement glving informatlon about prior, simi-
lar, or related studies that provide the rationale for thils project).

4, Rigks or discomforts. (A description of any reasonably foreszcable risks
ar dlgcomforts to the subject).

5. Benefitﬁf (A description of any benefits to the subject or to others that
mi1y; reasonably be expected from the study).

6. Alternative procedures. (A dls:losure of proper alternacive procedures or
courses of treatmen:, 1f applicadle, that might be advantageous to the sub-
j"‘t) *

r+ Confidentiallty of records. (4 statement describing the extent, if any, to
vu‘rh gonfidentialir) “of records tientifying the subject will he maintained.

0, 1f wmore than a minimal visk Is involved, a statement that authcrities
muiside the US may lospect the recovds).

& Subject's ripghts. (An explanatfon of whom to contact for answers to perti-
cent questions about the study and the subject's rights and whom to contact in
the avent of study-ralated Injury tc the subject).

o8

Voluntary participation. (A statamenr that =--

a. Participation 1s voluntary.

b. Refusal to jarticipate will {nvolve no penalty or loss of benefits to
which the subjact 1s otherwisze entitlad.

2+ The subject wmay discontinuz parcticipation at any time without rpenalty
or losgs of benefits to which the subject {s otherwise entitled). --

i Compensation anil wedifcal tresrment. (For a study 1nvolving more than min=-
il rilsk, an GXUlalqt.un a5 to whoeiher any compensation and medlcal treatment
D1
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are avallable {f {njury occurs and, if so, wiat they consist of, or where fur-

ther information may be obtained).

1.. Additional comments. (When appropriate, one or more of the elements -.

loformazion below will also be given to e:ch subject.

a. A statement that a certaln treatnecr or pracodure moy involve risks t-
the subjcct\~ or to the embryo or fetus Lf the aubject fg or may become preyg-

nint = tnat are currently unforesceable.

b. The antlcipated circumstances under which the subject's partlcipatimz

may be terminated by the investigator without ragard to the subject's consent.

c. Any Additional costs to the subject that may result from participatff
in the study

d. The Fons~quances of 3 subject's decision to withdraw from the study an

procedures frr the orderly end of the subject's participation,

e. A statement that new findings developsd during the course of the stud

e

which cculd pifect the subject's willingness "> continue will be given to th-

subject.

|

f. The Jpproximate number of subjects Involved in the study.

gtudy.)

D-2
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The proponent of this regulation is the Staff Judge Advocate
Users are invited to forward comments and suggestad improve-
ments on DA Form 2028 (nuccmmended Changes to Publlscations
and Blank Forms) to this Headquarters, ATTN: TASJA,

Foi THE COMMANDER:
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Colonel, GS »
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Chief of staff

AT, ERAYAAK

Afministrative Officer
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